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Dear Mr. Johnsrud:
We are writing to you because on May 2-9, 1997, an investigator from the Food
and Drug Administraton (FDA) collected information that revealed a serious
regulatory problem involving portable audiometers which are made by your Airm.

diagnose or treat a medical conditon or to affect the structure or function of the
body. Audlometers are medical devices as defined by Section 201(h) of the Act.

The law requires that manufacturers of medical devices adhere to Current Good
Manufact _1_1_:1;;« Practice (CGMP) regulations for Medical Devices as specified in
Tiele 21, Code of Federal Reaulations (CFR), Part 820, in the mcthodn used in,

facilicies or controls used for !!‘-3.".‘-.‘-“""-’!‘-!‘-3. nm-ldng. storage or | installation of

medical devices.
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or cxpon approwu n:qucsu will be nppmvca and no pre-market notifications
[Section 510(k)s] will be found to be substantiaily equivaient for products
manufactured for your fadility until the violations have been corrected.

It is necessary for you to take action on this matter now. Please let this office
know in writing within 15 working days from the date you received this letter of

the steps you are taking to correct the p:gb!c_n.u We also ask that you explain how
unis nlan eA nrevene thie m hannenine again. If vnu need more timea |M us
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Finally, you should understand that there are many FDA requirements pertaining

to the manufacture and marketing of medical devices. This letter pertains only to

the issue of Current Good Manufacturing Practices for your devices and does not

necessarily address other obligations you have under the law. You may obtain

general Ln_f,mgggn out all of FDA's requirements for manufacturers of medical
t our Division of ﬂmll Manufacturers Assistance at [-800-
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If you have more spedific qucsuéﬁi about how FDA mlrlu:ung requi uirements affect
your Pﬁmaﬂ“ device or about me content 0‘ uu. lctm. Plem ICCI m to contact
Mr. Manresa at (612) 334-4100 ext. 156.

Sincerely,




